RS | FAMAR

Certificate of Conformity

05502959 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW
Marketing Auth. N°.: JIII-000511
39.439 UN

Customer material code: 81775842
Batch: 315820A
Date of manufacture: 28.02.2024

Quantity released:

APl Batches used

Expiry Date: 01.2027

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301796 23202111
ANALYTICAL RESULTS
TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE OF SOLUTION Not more colored than reference Conforms
solution Y7
APPEARANCE OF SOLUTION CLARITY Solution should be transparent or not Conforms
more opalescent than reference suspension
|
RELATIVE DENSITY d 20/20 1.006-1,010 1,008
PH 5,6-6,1 59
AVERAGE MASS OF DELIVERED DOSE 38.25 mg - 51.75 mg 44,54
DELIVERED DOSE UNIFORMITY (WORT CASE) 25 0-2 0
DELIVERED DOSE UNIFORMITY (WORT CASE) 35 0-0 0
OSMOLALITY (mosm/kg) 270-330 mosmol/kg 293
FILLING VOLUME >=10 ml 11,7
OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conforms Conforms
OXYMETAZOLINE HYDROCHLORIDE ASSAY 475-525,0 pug/ml 511
HYDROLISIS PRODUCT <=0.5% related to the content of 0,00 %
Oxymethazolyne hydrochloride
ZP-1 <=0.5% related to the content of 0,00 %

o ~Oxymethazolyne hydrochloride
LARGEST UNIDENTIFIED DEGRADATION PRODUCT <=0.1% related to the content of 00 %

Oxymethazolyne hydrochloride

TOTAL DEGRADATION PRODUCTS <=1,2% 0,0%
PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml Absence
STAPHYLOCOCCUS AUREUS IN 1ML Absence/m| Absence
Microbial Contamination FUNGI (TYMC) <=10*"1 CFU/mi 0 cfu
Microbial Contamination BACTERIA (TAMC) <=10"2 CFU/mI 0 cfu
STERILITY TEST Complies Conforms

Deviations: NO 2§ YES [ 1 Ifsignificant deviations (which may have an impact on the quality of product).
Description o e event:

PNT:

This product has been analized by SOP: WIN-0000677 / WIN-0009323
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Certificate of Conformity
05502959 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW

Customer material code: 81775842 Marketing Auth. N°.: JIII-000511
Batch: 315820A Quantity released: 39.439 UN
Date of manufacture: 28.02.2024 Expiry Date: 01.2027

API] Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301796 23202111

Compliance statement:
| hereby certify that the above information is authentic and accurate according to MSM product data sheet 81775842. This batch of
product has been manufactured, including packaging and quality control in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Released by: Signature:
(Qualified person)

U RLarilace
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHANU3A

Product: / Mpogykr

SAP-Code: / Kog SAP:
Batch no.: / Ne napruu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HA3UBWUH® CEHCUTUB,

cnpew Ha3anbHbI AO3MPOBaHHbLIN, 22,5 MKr/go3a

05502959
315820A

Manufacturing date (mm.yyyy): /

Oara npou3ssoactea (MM.ITIT ):

Expiry date (mm.yyyy): /
CpoK roaHocTu (MMm.rrrr):

02/2024

01/2027

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A.U./

nQOM:!BOBMTeﬂb B COOTBETCTBUMU

¢ perucrpauuei 8 Poccuu:

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

Parameter / NapameTp

Specifications / Cneundukaumnn

Results / PesynbraTth!

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OkcumeTtasonuHa
rmapoxnopug

The retention time of the main peak on the
chromatogram of the tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAepXvWBaHUA OCHOBHOMO NKa Ha
XpomaTorpaMmme UCrbITyemoro pacteopa
AOMKHO COOTBETCTBOBATL BPEMEHM
YAepXuBaHWs OCHOBHOrO NMKa Ha
XpoMaTtorpaMmme CTaHAapTHOro pacTeopa
OKCUMETa3onnHa rmapoxnopuaa,
nony4eHHoW Npu KONUYECTBEHHOM

conforms / cooTseTcTByET

onpeaenernn.

Clarity / Mpo3pauHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuusa npenapaTta He BoMmkHa
npesbilWaTh onanecyeHumio aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LisetHocTb pacTBopa

The product should be not more colored than
color reference solution Y- / Mpenapat
AomKeH ObITb OKpalLeH He Bonee
MHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTenbHas nnotHocTs | OT 1,006 Ao 1,010

(d 20/20)

pH / pH From5.6t06.1/0T 5,6 a0 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg / 293
OcMmonsnbHOCTL Ot 270 po 330 mOcmonb/kr mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /

HA3VNBUH® CEHCUTUB,

cnpei Ha3anbHbI 4O3MPOBaHHbINA, 22,5 MKr/ao3a

05502959
315820A

Manufacturing date (mm.yyyy): /

Qara npoussogcrea (mmMm.rrrr):

Expiry date (mm. 2/
Cpok rogHocT# (MM.rrrr):

02/2024

01/2027

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A.U./

I'Igousaogmenb B COOTBETCTBUU

c perucrpauuen 8 Poccuu:

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

Parameter / MapameTp

Specifications / Cneuudpukaumnu

Results / PesynbTaTh!

Mean dose weight and
uniformity of dose weight /
CpepaHsa macca nosbi U
OAHOPOAHOCTb MaccChl
[o3bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: mean dose weight
+ 25 %.

Max. 2 from 10 doses > + 25 % from mean
dose weight.

But always < + 35 % from mean dose
weight. /

CpepgHss macca gosbl: 45 mr £ 15 %.
OpQHOPOAHOCTL MAcChl A03bl: CPEAHAS
macca nosbl + 25 %.

He 6onee 2 u3 10 no3 >+ 25 % ot cpeaHen
Mmaccbl A03bl.

Ho Bcerpa < + 35 % ot cpeaHei macchl
£03bl.

44.54 mg/ 44.54 mr

0

Related substances /
PoacTtseHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumeck A (MpoAayKT ruaponuaa) — He
6onee 0.5 %.

0.0 %

Impurity ZP-1 — NMT 0.5 % /
MNpumeckb ZP-1 — He Gonee 0.5 %.

0.0%

Single unidentified impurity - NMT 0.1 % /
EAvHuyHas HenpeHTuduumposaHHas
npumecb — He 6onee 0.1 %.

0.0%

Total impurities —= NMT 1.2 % /
Cymma npumecei — He 6onee 1.2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HASMBUH® CEHCUTUB,

cnpei HasanbHbIW 4O3UPOBaHHbLIA, 22,5 MKr/no3a

05502959
315820A

Manufacturing date (mm.yyyy): /

gara npou3soacTsa !MM.ITI‘I'!Z

Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.FrIT):

02/2024

01/2027

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A.U./

ngousaogwrenb B COOTBETCTBUU

C perucrpauvei B Poccuu:

«®Pamap Xanc Kea Cepuces Magpua, C.A.Y.»

Microbial purity / TAMC - NMT 102 CFU/ml / 0 CFU/ml/
MwkpoBuonoruuecka O6uwee yncno aspobHbix Gakrepuii — He 0 KOE/mn
yucrorta . G6onee 102 KOE/mn
TYMC — NMT 10" CFU/mI / 0 CFU/ml/
ObLee uncno ApoXoKeBbIX U NECHEBbIX 0 KOE/mn
rpu6os — He Gonee 10! KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Ortcytcrane Pseudomonas aeruginosa/mn. | Otcytcrayet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Ortcyrcrue Staphylococcus aureusimn. Ortcytcteyer B 1,0 Mn
Assay 450 - 525 ug of oxymetazoline 511 pg/ml / 511 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 Mkr okcumeTasonnHa
 KonnuyecteenHoe rvapoxnopuaa/mn. il — —_—
onpepeneHve
OkcumeTasonuHa
rmapoxnopua
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3UWBUH® CEHCUTUB,

cnpeit HaszanbHbIM [O3UPOBaHHbLIN, 22,5 MKr/ao3a

05502959
315820A

Manufacturing date (mm.yyyy): /

ggra npou3soacrea ‘MM.I’I’I’T!Z

Expiry date (mm. 2
CpoK roAHOCTH (MM.ITTT):

02/2024

01/2027

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A.U./

MpoussoauTens B COOTBETCTBUM

c gerum‘gagueﬁ B Poccuu:

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

Parameter / lNapametp

Specifications / Cneundukauum

Results / PesynbTaTthl

Packaging / Ynakoeka

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenaparta BO ¢nakoH
13 NONN3TUNEHA BbICOKON
NNOTHOCTU C A03UPYIOLLIUM
YCTPOWCTBOM U C 3aLLUUTHOW
KPbILLKOW M3 NONUaTUNEHa
BbICOKOW NAIOTHOCTU.

Mo 1 conakoHy BMecTe C
WHCTPYKUWEN NO NPUMEHEHWIO B
nayky KAPTOHHYIO.

Per 10 mi into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapaTa 80 dnakoH
“3 NONN3ITUNEHa BbICOKON
NJIOTHOCTU C AO3UPYIOLLIUM
YCTPOACTBOM U C 3aLLUTHOW
KPbILIKOM U3 NoNUaTUneHa
BbICOKO NAOTHOCTHU.

Mo 1 dpnakoHy BmecTe ¢
WHCTPYKUWER No NpUMeHeHUo B
nayky KapTOHHY!O.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOW
DOKYMEHTaUMEN.

Complies as prescribed /
CooTBeTcTByeT NpeanMcaHHomy

Storage conditions /
Ycnosusi xpaHeHUs

At the temperature not more than 30°C. /

Mpu TemnepaTtype He Boiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3years /3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3WBUH® CEHCUTUB,
cnpew Ha3anbHbI A03MPOBaHHbIN, 22,5 MKr/003a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 315820A

Manufacturing date (mm.yyyy): /

Qara npoussogcrea (Mm.rrrr): 02/2024

Expiry date (mm.yyyy): /

Cpok roaHoCTH (MM.FrTT): 01/2027

Manufacturer according to the
registration in Russia: /

nEOM3BOgHT6ﬂb B COOTBETCTBUMN

Famar Health Care Services Madrid, S.A.U./

€ perucrpauuei B Poccuu: «®amap Xanc Kea Cepucea Magpua, C.A.Y.»

APl name / HaumeroBaHue ADC:

I

Oxymetazoline hydrochloride / OkcumeTazonuxa

rmgpoxnopua
INN / MHH: Oxymetazoline / Okcumerasonux
API manufacturer batch number / 23202111
Homep cepuu npouzsoaurens A®C:
FP Manufacturer API Batch number / 2301796

Homep cepuu cybcTaHuuu npoussogurens Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country ! Germany /
Mpoussogurens ADC, crpaHa: 3urcppua ®apmaXemukanuen Munger FfmeX,
e 'epmaHus

Assessment: / 3akniouenue: The batch complies with the specification according to ND f1r-
000511-211022 / NapTua cooTBeTCTBYET CneunduKaLMam

HOpMaTuBHoro aokymenta J1M-000511-211022
Date / Signature of Qualified Person: / 20 MAR 2oy / /4\

gg*ra / noanuchb ynonHoMo4YeHHoro nuua:

LWI) ’L"'\M’\A/\r /Q\o

FA A A MAapasy



